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WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .136(a). In no event, however, may a reply be timely filed 
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earned patent term adjustment. See 37 CFR 1.704(b). 
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2a)n This action is FINAL. 2b)K This action is non-final. 

3) n Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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Application Papers 
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Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 

Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 
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application from the International Bureau (PCT Rule 17.2(a)), 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 
Response to Arguments 

1 . Applicant's arguments filed 6-8-05 and 4-1 3-06 have been fully considered but 

they are not persuasive. 

2. In the 6-9-05 arguments, Applicant states the limitations "preformed" and "entirely 
inside the heart" overcome the prior rejections involving Cox and Seguin et al. While 
the Examiner may have suggested the phrase "preformed" during the personal 
interview, the Examiner did not at that time believe "preformed" would overcome the art 
of record. As described in the Interview Summary mailed 5-3-05, agreement was not 
reached. Furthermore, Examiner believes the Cox and Seguin et al. references fully 
meet the limitation "prefonned" because the devices are either formed with a segment 
extending out of the general plane (Cox) or are formed of material adapted to extend 
out of the general plane of the device (Seguin et al.). In addition, the newly added 
limitation "entirely inside the heart" is an intended use limitation which both Sequin et al. 
and Cox devices are capable of fulfilling. Therefore, the limitation "entirely inside the 
heart" does not further structurally limit the claims. 

3. In the 4-1 3-06 arguments, Applicant describes the newly added independent 
claim 11 and bases patentability on the "preformed argument" described above. 
Examiner maintains the position set forth above that devices disclosed by Cox and 
Seguin et al. meet the structural limitations of the claims. 
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Claim Rejections • 35 USC §112 

4. The following is a quotation of the first paragraph of 35 U.S.C. 1 1 2: 

The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

5. Claims 7-8 and 1 1-33 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains subject 
matter which was not described in the specification in such a way as to reasonably 
convey to one sl^illed in the relevant art that the inventor(s), at the time the application 
was filed, had possession of the claimed invention. 

6. Claims 7-8 and 1 1-33 are replete with the following terms and limitations not 
described in the specification or drawings: 

claims 7 and 8: "posterior segment, anterior segment, preformed position", 
claim 1 1 : "anterior section, first and second anterior ends, posterior section", 
claim 14: "posterior segment that extends away from the valve annulus plane". 
(Note it is unclear where the posterior segment is defined or shown in any of 
figures 22-24 and where the basis for limitations in the claims dependent from claim 14.) 
claim 15: entirely, 
claim 17: entirely, 
claim 18: lines 3-4. 

claims 19-20: symmetric preformed posterior segment. 

claim 21: lines 1-3. 

claims 22-23: "selective narrowing". 
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claim 24: "first and second segment ends" and "said arcuately shaped posterior 
segment extending away from the valve annulus plane", 

claim 25: "a segment plane, said segment plane being bent", 
claim 27: entirely. 

claim 28: the specification only describes ring-shaped and J-shaped. 

claim 30: the specification does not describe a selectively adjustable and 
lockable length to set the device in a preformed curvilinear shape to improve coaptation 
of the leaflet free margins in the systole configuration when in use. Rather, the 
description of figures 22-24 describe two methods of achieving the asymmetrical 
shapes: 1) permanently formed, or pre-formed and 2) adjustable and lockable ball and 
socket to reform the shape. 

claim 31: entirely. 

Claims depending from the above listed claims are rejected for further including 
said limitations. 

Claim Rejections - 35 USC § 101 

7. 35 U.S.C. 101 reads as follows: 

Whoever invents or discovers any new and useful process, machine, manufacture, or composition of 
matter, or any new and useful improvement thereof, may obtain a patent therefor, subject to the 
conditions and requirements of this title. 

Claim 18 is rejected under 35 U.S.C, 101 because the claimed invention is 
directed to non-statutory subject matter. The "posterior segment" is positively recited in 
conjunction with the human body (right commisure). 
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Claim Rejections - 35 USC § 102 

1. The following is a quotation of the appropriate paragraphs of 35 U.S.C. 102 that 
form the basis for the rejections under this section made in this Office action: 

A person shall be entitled to a patent unless - 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public 
use or on sale in this country, more than one year prior to the date of application for patent in the United 
states. 

(e) the invention was described in (1) an application for patent, published under section 122(b), by 
another filed In the United States before the invention by the applicant for patent or (2) a patent 
granted on an application for patent by another filed in the United States before the invention by the 
applicant for patent, except that an international application filed under the treaty defined in section 
351(a) shall have the effects for purposes of this subsection of an application filed in the United States 
only if the international application designated the United States and was published under Article 21(2) 
of such treaty in the English language. 

2. Claims 7-8 and 1 1-29 are rejected under 35 U.S.C. 102(b) as being anticipated 
by Seguin et al. US PN 5,607,471 . 

Seguin et al. discloses in figures 2 and lines 27-31 of col. 4 a device for 
supporting a heart valve comprising a ring asymmetric about a minor axis perpendicular 
to a major axis and having less area on one side of the minor axis. The ring is 
described as flexible and when implanted would inherently possess a segment 
extending downward relative to another segment when implanted because the natural 
heart valve annulus is not planar and contracts. 


3. Claims 7-8 and 1 1-31 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Cox US PN 6,250.308. 
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Cox discloses in figures 2a and 2b a device for supporting a heart valve 
comprising an asymmetric ring having a section bent out of plane. An adjustable and 
lockable length feature is described at c5:59-c6:33. 

Note as the claims currently require, the major axis may be drawn about any 
elongated portion of the annuloplasty device. Furthermore, the device is capable of 
being implanted entirely within the heart. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to William H. Matthews (Howie) whose telephone number 
is 571-272-4753. The examiner can normally be reached on Monday-Friday 10- 
6:30PM. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Corrine M. McDermott can be reached on 571-272-4754. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-21 7-91 97 (toll-free). 


William H. Matthews (Howie) 
Examiner 
Art Unit 3738 



